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DETAILED ACTION 

Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 1, 3, 6, 10, 1 1, 14, and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Murayama et al. (US 2004/0039309 Al) in view of Tezuka (US 6,251,085 
Bl). 

With regard to claim 1, Murayama et al. teach an intraluminal guide wire, comprising: an 
elongated wire core having a proximal core section and a distal core section having a distal end 
(Fig. 7); wherein at least a section of the elongated wire core includes at least one of randomized 
and non-randomized tactile surface contours (Fig. 7 members 17); and a flexible tubular member 
disposed over the distal core section (Fig. 7 member 4). Murayama et al. do not disclose an 
uninterrupted polymer coating with a generally constant outside diameter adhering to and 
contiguous with the at least one of randomized and non- randomized tactile surface contours for 
at least a portion of the elongated wire core and having a surface contour that follows the at least 
one of randomized and non-randomized tactile surface contours in the elongated wire core. 
However, Tezuka teaches a guide wire with an uneven polymer coating and lubricious layer 
formed by following the outer surface contours of the guide wire which provides for a reduced 
contact surface to provide for increased slidability (Col. 2 line 64-Col. 3 line 5, claim 1). It 
would have been obvious to a person of ordinary skill in the art at the time the invention was 
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made to provide a coating over the surface contours in the device of Murayama et al. which 
follow the contours of the guide wire because Tezuka teaches this to allow for a reduced contact 
surface area and to provide slidability to the guide wire. A coating over the catheter would have 
a generally constant outer diameter as the surface contours provide for a portion of the catheter 
with a generally constant outer diameter. 

With regard to claims 3, 6, 10, and 1 1, see member 17 (Fig. 7). 

With regard to claim 14, Murayama et al. teaches a guide wire with two different sections 
(Fig. 7 sections 2 and 3). The two sections are made from different alloys (Pg. 4 [0070]), the 
distal section (Fig. 7 section 2) is made from a Nickel-Titanium alloy (Pg. 4 [0073]) and the 
proximal section (Fig. 7 section 3) is made from a stainless steel (Pg. 4 [0071]). 

With regard to claim 15, Tezuka teaches the coating to be a fluropolymer (Col. 5 line 30). 

3. Claims 2 and 7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Murayama et al. (US 2004/0039309 Al) and Tezuka (US 6,251,085 Bl) as applied to claim 1 
above, and further in view of McMahon (U.S. Patent 6,296,616). 

With regard to claim 2, Murayama et al. teach an intraluminal guide wire substantially as 
claimed. Murayama et al. does not teach the surface contours to have a surface to peak 
amplitude in a range of about .0002 to .002 inches. However, McMahon teaches a guide wire 
with a plurality of contact and non-contact regions (Fig. 1 guide wire 10). These peaks have a 
height of about.01-.lmm which is approximately .0003 - .003in. (Col. 2 lines 59-61) and are 
used to reduce resistance (Col. 3 lines 1-14). It would have been obvious to a person of ordinary 
skill in the art at the time the invention was made to create surface contours, in the guide wire of 
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Murayama et al, with a surface-to-peak amplitude of about .0002 to .002 inches as McMahon 
substantially discloses such a range to reduce the surface contact between the guide wire and the 
lumen through which it passes and is effective in reducing resistance. Further, it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

With regard to claim 7, Murayama et al. teach an intraluminal guide wire substantially as 
claimed. Murayama et al. does not disclose the spacing between the contours to range between 
.05 cm to 2 cm. It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to vary the number of contours and thus the spacing of the contours to place 
it within a range of .05 cm to 2 cm because it would serve as a means to adjust the surface 
contact area and thus the friction to achieve a desired amount of frictional resistance. Further, 
McMahon teaches a guide wire with a plurality of contact and non-contact regions (Fig. 1 guide 
wire 10). The peaks of the contact regions have a spacing of .005 cm to .5 cm (Col. 2 lines 57- 
58) and are used to reduce resistance (Col. 3 lines 1-14). It would have been obvious to a person 
of ordinary skill in the art at the time the invention was made to create surface contours, in the 
guide wire of Murayama et al., with a spacing of about .05 to 2 cm as McMahon discloses an 
overlapping range to reduce the surface contact between the guide wire and the lumen through 
which it passes and is effective in reducing resistance. Further, it has been held that where the 
general conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
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4. Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Murayama et al. (US 2004/0039309 Al) and Tezuka (US 6,251,085 Bl) as applied to claim 1 
above, and further in view of Richardson et al. (WO 01/36034). 

With regards to claims 12 and 13, Murayama et al. teach a coated guide wire 
substantially as claimed but does not disclose the flexible tubular member disposed over the 
polymer coating, as in claim 12, or the coating disposed over the flexible tubular member as in 
claim 13. However, Richardson et al. discloses a coated guide wire with a flexible tubular 
member (Fig. 1 core member 11, proximal section 12, distal section 13, flexible member 14, 
coating 19). Richardson et al. teaches the coating can be applied anywhere along the core, thus, 
the flexible guide member would be over the coating (Pg. 20 lines 3-6) and additionally the 
coating can be applied over the flexible guide member, thus, the coating is disposed over the 
flexible guide member (Pg. 20 lines 3-6). This provides a lubricious coating to reduce friction. 
It would have been obvious to a person of ordinary skill in the art at the time the invention as 
made to dispose the flexible guide over the polymer coating, or the coating over the flexible 
guide in the device of Prather because Richardson et al. teaches such coatings to be lubricious 
and applied in any configuration to a guide wire and further it would have been obvious to a 
person of ordinary skill in the art at the time the invention was made to vary the placement of the 
coatings in order to achieve a desired amount of frictional resistance. 



5. Claims 16 and 17 rejected under 35 U.S.C. 103(a) as being unpatentable over Murayama 
et al. (US 2004/0039309 Al) in view of Tezuka (US 6,251,085 Bl) and McMahon (U.S. Patent 
6,296,616). 
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With regard to claim 16, Murayama et al. teach an intraluminal guide wire, comprising: 
an elongated core having a proximal core section and a distal core section including a taper 
transitioning to a distal end (Fig. 7); wherein an exterior surface of the distal core section 
includes randomized tactile surface contours as part of the distal core section itself (Fig. 7 
members 17); and a flexible tubular member disposed over the distal core section (Fig. 7 member 
4). Murayama et al. do not disclose a polymer coating having surface contours which follow the 
contours of the core. However, Tezuka teaches a guide wire with an uneven polymer coating 
and lubricious layer formed by following the outer surface contours of the guide wire which 
provides for a reduced contact surface to provide for increased slidability (Col. 2 line 64-Col. 3 
line 5, claim 1). It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to provide a coating over the surface contours in the device of Murayama et 
al. which follow the contours of the guide wire because Tezuka teaches this to allow for a 
reduced contact surface area and to provide slidability to the guide wire. A coating over the 
catheter would have a generally constant outer diameter as the surface contours provide for a 
portion of the catheter with a generally constant outer diameter. Murayama et al. and Tezuka 
does not teach the coating to have a non-uniform thickness which does not follow the tapered 
profile. However, McMahon discloses a guide wire with a coating of non-uniform thickness not 
following the tapered profile of the core to create a constant outer diameter (Fig. 1 ref. numbers 
11,13,15- sheath 15 is taken to be equivalent to a coating as Merriam- Webster dictionary 
defines a coat as 'a layer of one substance covering another' which is embodied by the sheath, 
and it does not follow the tapered profile of the elongated core, Col. 2 lines 45-46 - sheath is 
polymeric material). It would have been obvious to a person of ordinary skill in the art at the 
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time the invention was made to utilize a polymer coating with a non-uniform thickness in the 
guide wire of Murayama et al. because McMahon teaches this to create a constant outer diameter 
while still providing for areas of reduced surface contact along the length of the catheter. 
With regard to claim 17, see member 17 (Fig. 7). 

6. Claim 3 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Murayama et al. 
(US 2004/0039309 Al) in view of Tezuka (US 6,251,085 Bl), McMahon (U.S. Patent 
6,296,616), and Richardson et al. (WO 01/36034). 

With regard to claim 3 1 Murayama ct al. teach an intraluminal guide wire, comprising: an 
elongated core having a proximal core section and a distal core section including a taper 
transitioning to a distal end (Fig. 7); wherein an exterior surface of the distal core section 
includes randomized tactile surface contours as part of the distal core section itself (Fig. 7 
members 17); and a flexible tubular member disposed over the distal core section (Fig. 7 member 
4) wherein the proximal core section includes a high strength steel and the distal core section 
includes a nickel-titanium alloy (Fig. 7 sections 2 and 3, section 2 is made from a Nickel- 
Titanium alloy (Pg. 4 [0073]) and the proximal section 3 is made from a stainless steel (Pg. 4 
[0071])); and the polymer coating includes a fluoropolymer (Col. 5 line 30). 

Murayama et al. do not disclose a polymer coating having surface contours which follow 
the contours of the core. However, Tezuka teaches a guide wire with an uneven polymer coating 
and lubricious layer formed by following the outer surface contours of the guide wire which 
provides for a reduced contact surface to provide for increased slidability (Col. 2 line 64-Col. 3 
line 5, claim 1). It would have been obvious to a person of ordinary skill in the art at the time the 
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invention was made to provide a coating over the surface contours in the device of Murayama et 
al. which follow the contours of the guide wire because Tezuka teaches this to allow for a 
reduced contact surface area and to provide slidability to the guide wire. A coating over the 
catheter would have a generally constant outer diameter as the surface contours provide for a 
portion of the catheter with a generally constant outer diameter. Murayama et al. and Tezuka 
does not teach the coating to have a non-uniform thickness which does not follow the tapered 
profile. However, McMahon discloses a guide wire with a coating of non-uniform thickness not 
following the tapered profile of the core to create a constant outer diameter (Fig. 1 ref. numbers 
11,13,15- sheath 15 is taken to be equivalent to a coating as Merriam- Webster dictionary 
defines a coat as 'a layer of one substance covering another' which is embodied by the sheath, 
and it does not follow the tapered profile of the elongated core, Col. 2 lines 45-46 - sheath is 
polymeric material). It would have been obvious to a person of ordinary skill in the art at the 
time the invention was made to utilize a polymer coating with a non-uniform thickness in the 
guide wire of Murayama et al. because McMahon teaches this to create a constant outer diameter 
while still providing for areas of reduced surface contact along the length of the catheter. 

Murayama et al. does not teach the surface contours to have a surface to peak amplitude 
in a range of about .0002 to .002 inches. However, McMahon teaches a guide wire with a 
plurality of contact and non-contact regions (Fig. 1 guide wire 1 0). These peaks have a height of 
about.01-.lmm which is approximately .0003 - .003in. (Col. 2 lines 59-61) and are used to 
reduce resistance (Col. 3 lines 1-14). It would have been obvious to a person of ordinary skill in 
the art at the time the invention was made to create surface contours, in the guide wire of 
Murayama et al, with a surface-to-peak amplitude of about .0002 to .002 inches as McMahon 
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substantially discloses such a range to reduce the surface contact between the guide wire and the 
lumen through which it passes and is effective in reducing resistance. Further, it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In re Alter, 105 USPQ 233. 

Murayama et al. does not disclose the flexible tubular member disposed over the polymer 
coating. However, Richardson et al. discloses a coated guide wire with a flexible tubular 
member (Fig. 1 core member 11, proximal section 12, distal section 13, flexible member 14, 
coating 19). Richardson et al. teaches the coating can be applied anywhere along the core, thus, 
the flexible guide member would be over the coating (Pg. 20 lines 3-6) and additionally the 
coating can be applied over the flexible guide member, thus, the coating is disposed over the 
flexible guide member (Pg. 20 lines 3-6). This provides a lubricious coating to reduce friction. 
It would have been obvious to a person of ordinary skill in the art at the time the invention as 
made to dispose the flexible guide over the polymer coating in the device of Murayama et al. 
because Richardson et al. teaches such coatings to be lubricious and applied in any configuration 
to a guide wire and further it would have been obvious to a person of ordinary skill in the art at 
the time the invention was made to vary the placement of the coatings in order to achieve a 
desired amount of frictional resistance. 

Response to Amendment 

7. The amendments to the claims have been entered. 

Response to Arguments 

8. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 



Application/Control Number: 10/664,004 Page 10 

Art Unit: 3767 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Schmidt whose telephone number is (571) 270-3648. The 
examiner can normally be reached on Monday through Thursday 7:30 AM to 5:00 PM (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Emily Schmidt/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



